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CERTIFICATE OF MAILING OR TRANSMISSION
I hereby certify that this correspondence is being deposited with the United States
Postal Service with sufficient postage as First Class Mail in an envelope addressed
to Commissioner for Patents, P.Q), Box 1450, Alexandria, VA 22313-1450, or is

beirg)fa simile fransmitted to t| nited States Patent and Trademark Office on:
/ 2502 0
—_ . .

Typed or printed name of person signing certificate

INFORMATION DISCLOSURE STATEMENT

Mail Stop Amendment
Commissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450

Sir:

This Information Disclosure Statement is submitted:

(]

[X]

[ ]

()

[ ]

under 37 CFR 1.129(a), or

(First/Second submission after Final Rejection)

under 37 CFR 1.97(b), or

(Within any one of the following time periods: three months of filing national application (other than a CPA) or date of entry of the national

LFe

stage in an international application; or before the mailing date of a first office action on the merits in a non-provisional application, including a

CPA, or a Request for Continued Examination).

under 37 CFR 1.97(c) together with either:
[ 1 aStatement under 37 CFR 1.97(e), as checked below, or

[ 1 a$180.00 fee under 37 CFR 1.17(p), or

(After the 37 CFR 1,97(b) time period, but before final action or notice of allowance, whichever occurs first)
under 37 CFR 1.97(d) together with:

[ 1 aStatement under 37 CFR 1.97(e), as checked below, and

[ 1 a$180.00 fee under 37 CFR 1.17(p), or

(Filed after final action or notice of allowance, whichever occurs first, but on or before payment of the issue fee)

under 37 CFR 1.97(i):
Applicant requests that the IDS and cited reference(s) be placed in the application filewrapper.

(Filed after payment of issue fee)
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Statement Under 37 CFR 1.97(e)

[]

[]

Each item of information contained in this Information Disclosure Statement was first cited in
any communication from a foreign patent office in a counterpart foreign application not more
than three months prior to the filing of this Information Disclosure Statement; or

No item of information contained in this Information Disclosure Statement was cited in a
communication from a foreign patent office in a counterpart foreign application, and, to the
knowledge of the undersigned, after making reasonable inquiry, no item of information contained
in the information disclosure statement was known to any individual designated in 37 CFR
1.56(c) more than three months prior to the filing of this Information Disclosure Statement.

Statement Under 37 CFR 1.704(d) gatent Term Adjustment)

[]

[X]

pplies to original applications (other than design) filed on or after May 29, 2000

Each item of information contained in the Information Disclosure Statement was cited ina
communication from a foreign patent office in a counterpart application and this communication
was not received by any individual designated in § 1.56(c) more than thirty days prior to the
filing of the Information Disclosure Statement.

Enclosed herewith is form PTO-1449:

[X] Copies of the cited references [AL, AM, AN, AR, AS, AT, AU, AV, AW, AX, AY, and
AZ] are enclosed.

[X] Since this application was filed after June 30, 2003, copies of issued U.S. patents
and published U.S. applications are not required and are not being provided.

[ 1 Copies of the cited references are enclosed except those entered in prior application, U.S.
Application No. [ ], to which priority under 35 U.S.C. 120 is claimed. [The earlier
application contains copies of the cited references.]

[X]  The listed references, AM, AN, and AZ were cited in the enclosed International Search
Report in a counterpart foreign application.

[ 1 The "concise explanation" requirement (non-English references) for reference(s) [ ]
under 37 CFR 1.98(a)(3) is satisfied by:
[ ] the explanation provided on the attached sheet.
[ 1 the explanation provided in the Specification.
[ ] submission of the enclosed International Search Report.
[]

submission of the enclosed English-language version of a foreign Search Report
and/or foreign Office Action.

[ 1 the enclosed English language abstract.
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[ ]

Examiner's
Initials

[]
[]

Applicant requests that the following non-published pending applications be considered:

U.S. Patent Application No. [ ], by [inventor(s)], filed [ ], Docket No.: [ ]
U.S. Patent Application No. [ ], by [inventor(s)], filed[ ], Docket No.: [ ]
U.S. Patent Application No. [ ], by [inventor(s)], filed [ ], Docket No.: [ ]

Examiner Date

A copy of each above-cited application, including the current claims, is enclosed.

A copy of each above-cited application, including the current claims, is enclosed, except
those entered in prior apé)lication, U.S. Application No. [ ], to which priority under
35 U.S.C. 120 is claimed.

The Examiner is requested to return a copy of the above list of pending applications indicating which
references were considered with the next office communication.

It is requested that the information disclosed herein be made of record in this application.

Method of payment:

[ ] A check for the fee noted above is enclosed, or the fee has been included in the check with the
accompanying Reply. A copy of this Statement is enclosed.

[ 1 Please charge Deposit Account 08-0380 in the amount of $[ ]. A copy of this Statement is
enclosed.

[X] Please charge any deficiency in fees and credit any overpayment to Deposit Account 08-0380.

Respectfully submitted,
HAMILTON, BROOK, SMITH & REYNOLDS, P.C.

Colin C. Durham
Registration No.: 52,843

Telephone: (978) 341-0036
Facsimile: (978) 341-0136

Concord, MA 01742-9133

Dated:

lo/zu, 2004
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1733.2012-001 10/762,220

FIRST NAMED INVENTOR FILING DATE

Josiah Brown January 21, 2004
EXAMINER CONFIRMATION NO. | GrouP
Not Yet Assigned 2188 1732

U.S. PATENT DOCUMENTS

FOREIGN PATENT DOCUMENTS

mir | REF DOCUMENT NUMBER PUI;ISJS(l:J.ETII)(I)\TIIIE)fATE NAME OF PATENTEE OR APPLICANT

Tﬂ;!:\-L NO Number-Kind Code (if known) MM-DD-YYYY OF CITED DOCUMENT

LK an | 4,293,539 10-06-1981 Ludwig ez al.
AB 4,734,416 03-29-1988 Banno et al.
AC 4,804,663 02-14-1989 Kennis et al.
AD 5,006,528 04-09-1991 Oshiro et al.
AE 5,019,400 05-28-1991 Gombotz et al.
AF 5,192,741 03-09-1993 Orsolini et al.
AG 5,229,382 07-20-1993 Chakrabarti et al.
AH 5,439,688 08-08-1995 ' Orsolini et al.
Al 5,792,477 08-11-1998 Rickey et al.
AJ 5,817,343 10-06-1998 Burke
AK 5,922,253 07-13-1999 Herbert et al.
AA2 | 6,183,781 Bl 02-06-2001 Burke
AB2 | 6,342,250 B1 01-29-2002 Masters
AC2 | 6,379,704 B2 04-30-2002 Wright ef al.
AD2 | 6,455,074 B1 09-24-2002 Tracy et al.

M AE2 | 6,495,164 B1 12-17-2002 Ramstack et al.

LKL ARz | 2002/0076437 A1 06-20-2002 Kothari ef al.
S S

DOCUMENT NUMBER

com Rt | pste | o on et |,

(if known) YES NO
LK AL WO 89/05138 06-15-1989 Mark Chasin
LK | aM WO 92/19226 11-12-1992 Dynagen, Inc.
LR/ | AN WO 94/07469 04-14-1994 Dynagen, Inc.
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OTHER DOCUMENTS (Including Author, Title, Date, Pertinent Pages, Etc.)

AR/ | AR Anderson, L., et al., “An Injectable Sustained Release Fertility Control System,” Contraception, 13(3):

375-385 (March 1976).

AS Gangadharam, P. R. J., et al., “Sustained Release of Isoniazid /n Vivo from a Single Implant of a
Biodegradable Polymer,” Tubercle, 72:115-122 (June 1991).

AT Gresser, J. D., et al., “Larger Animal Testing of an Injectable Sustained Release Fertility Control
System,” Contraception, 17(3):253-266 (March 1978).

AU Tabata, Y., et al., “A Formulation Method Using D,L-Lactic Acid Oligomer for Protein Release with
Reduced Initial Burst,” Journal of Controlled Release, 23:55-63 (1993).

AV Tabata, Y., et al., “Injectable Polyanhydride Granules Provide Controlled Release of Water-Soluble
Drugs with a Reduced Initial Burst,” Journal of Pharmaceutical Sciences, 83:5-11 (January 1994).

AW Wang, H. T, et al., “Degradation of Poly(ester) Microspheres,” Biomaterials, 11:679-685 (November
1990).

AX Wise, D. L., “Development of Drug Delivery Systems for Use in Treatment of Narcotic Addition - A
Culmination,” Biopolymeric Controlled Release Systems, CRC Press, Inc. (Boca Raton, FL) Chapter
8:115-181 (1984).

AY Yolles, S., et al., “Controlled Release of Biologically Active Agents,” Controlled Release Polymeric
Formulations - ACS Symposium Series 33, 171st Meeting of the American Chemical Society, New York,
NY, April 7-9, 1976.

LK/ | AZ Sharon, A. C. and Wise, D. L., "Development of Drug Delivery Systems for Use in Treatment of Narcotic

Addiction," NIDA Research Monograph, 28:194-213 (1981).
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